AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Nuclear Regulatory Commission

Subpart F—Licensee Testing
Facilities

§26.121 Purpose.

This subpart contains requirements
for facilities that are operated by li-
censees and other entities who are sub-
ject to this part to perform initial tests
of urine specimens for validity, drugs,
and drug metabolites.

§26.123 Testing facility capabilities.

Each licensee testing facility shall
have the capability, at the same prem-
ises, to perform either validity screen-
ing tests or initial validity tests or
both, and initial drug tests for each
drug and drug metabolite for which
testing is conducted.

§26.125 Licensee testing facility per-
sonnel.

(a) BEach licensee testing facility
shall have one or more individuals who
are responsible for day-to-day oper-
ations and supervision of the testing
technicians. The designated indi-
vidual(s) shall have at least a bach-
elor’s degree in the chemical or bio-
logical sciences, medical technology,
or equivalent. He or she shall also have
training and experience in the theory
and practice of the procedures used in
the licensee testing facility, and a
thorough understanding of quality con-
trol practices and procedures, the re-
view, interpretation, and reporting of
test results, and proper remedial ac-
tions to be taken in response to detec-
tion of abnormal test or quality con-
trol results.

(b) Other technicians or non-tech-
nical staff shall have the necessary
training and skills for their assigned
tasks. Technicians who perform urine
specimen testing shall have docu-
mented proficiency in operating the
testing instruments and devices used
at the licensee testing facility.

(c) Licensee testing facility per-
sonnel files must include each individ-
ual’s resume of training and experi-
ence; certification or license, if any;
references; job descriptions; records of
performance evaluations and advance-
ment; incident reports, if any; results
of tests that establish employee com-
petency for the position he or she
holds, including, but not limited to,
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certification that personnel are pro-
ficient in conducting testing in accord-
ance with manufacturer’s most recent
instructions for the instruments and
devices used and tests for color blind-
ness; and appropriate data to support
determinations of honesty and integ-
rity required by this part.

§26.127 Procedures.

(a) Licensee testing facilities shall
develop, implement, and maintain
clear and well-documented procedures
for accession, shipment, and testing of
urine specimens.

(b) Written chain-of-custody proce-
dures must describe the methods to be
used to maintain control and account-
ability of specimens from receipt
through completion of testing and re-
porting of results, during storage and
shipping to the HHS-certified labora-
tory, and continuing until final dis-
position of the specimens.

(c) Licensee testing facilities shall
develop, implement, and maintain
written standard operating procedures
for each assay performed for drug and
specimen validity testing. If a licensee
testing facility performs validity
screening tests, the licensee testing fa-
cility shall develop, implement, and
maintain written standard operating
procedures for each test. The proce-
dures must include, but are not limited
to, detailed descriptions of—

(1) The principles of each test;

(2) Preparation of reagents, stand-
ards, and controls;

(3) Calibration procedures;

(4) Derivation of results;

(5) Linearity of the methods;

(6) Sensitivity of the methods;

(7) Cutoff values;

(8) Mechanisms for reporting results;

(9) Controls;

(10) Criteria for unacceptable speci-
mens and results;

(11) Reagents and expiration dates;
and

(12) References.

(d) Licensee testing facilities shall
develop, implement, and maintain
written procedures for instrument and
test setup and normal operation, in-
cluding the following:

(1) A schedule for checking critical
operating characteristics for all instru-
ments and validity screening tests;
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